IN THE UNITED STATES DISTRICT COURT
EASTERN DISTRIC OF NORTH CAROLINA
RALEIGH DIVISION
Case No. 15-36

PHYSICIANS HEALTHSOURCE, INC.,
an Ohio corporation, individually and as
the representative of a class of similarly-
situated persons,

Plaintiff,
COMPLAINT -- CLASS ACTION
V.

SALIX PHARMACEUTICALS, INC.,
SALIX PHARMACEUTICALS, LTD. and
JOHN DOES 1-10,

N N N N’ N N’ e e e e e e e

Defendants.

Plaintiff, PHYSICIANS HEALTHSOURCE, INC., (“Plaintiff”), brings this action on
behalf of itself and all others similarly situated, through its attorneys, and except as to those
allegations pertaining to Plaintiff or its attorneys, which allegations are based upon personal
knowledge, alleges the following upon information and belief against Defendants, SALIX
PHARMACEUTICALS, INC., SALIX PHARMACEUTICALS, LTD. and JOHN DOES 1-
10 (“Defendants™):

PRELIMINARY STATEMENT

1. This case challenges Defendants’ practice of sending unsolicited facsimiles.

2. The federal Telephone Consumer Protection Act of 1991, as amended by the
Junk Fax Prevention Act of 2005, 47 USC § 227 (“JFPA” or the “Act”), and the regulations
promulgated under the Act, prohibit a person or entity from faxing or having an agent fax
advertisements without the recipient’s prior express invitation or permission. The JFPA
provides a private right of action and provides statutory damages of $500 per violation. Upon
information and belief, Defendants have sent facsimile transmissions of unsolicited
advertisements to Plaintiff and the Class in violation of the JFPA, including, but not limited to,

the facsimile transmissions of seven (7) unsolicited advertisements on or about March 14,
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2011, April-May, 2012, May 10, 2012, October 19, 2012, September 30, 2013 and October
8, 2013 (“the Faxes™), true and correct copies of which are attached hereto as Exhibit A, and
made a part hereof. The Faxes describe the commercial availability of Defendants’ goods and
services. Plaintiff is informed and believes, and upon such information and belief avers, that
Defendants have sent, and continue to send, unsolicited advertisements via facsimile
transmission in violation of the JFPA.

3. Unsolicited faxes damage their recipients. A junk fax recipient loses the use of
its fax machine, paper, and ink toner. An unsolicited fax wastes the recipient’s valuable time
that would have been spent on something else. A junk fax interrupts the recipient’s privacy.
Unsolicited faxes prevent fax machines from receiving authorized faxes, prevent their use for
authorized outgoing faxes, cause undue wear and tear on the recipients’ fax machines, and
require additional labor to attempt to discern the source and purpose of the unsolicited
message.

4. On behalf of itself and all others similarly situated, Plaintiff brings this case as a
class action asserting claims against Defendants under the JFPA.

5. Plaintiff is informed and believes, and upon such information and belief avers,
that this action is based upon a common nucleus of operative facts because the facsimile
transmissions at issue were and are being prepared and sent in the same or similar manner.
This action is based on the same legal theory, namely liability under the JFPA. This action
seeks relief expressly authorized by the JFPA: (i) injunctive relief enjoining Defendants, their
employees, agents, representatives, contractors, affiliates, and all persons and entities acting in
concert with them, from sending unsolicited advertisements in violation of the JFPA,; (ii) an

award of statutory damages in the minimum amount of $500 for each violation of the JFPA,

and (iii), the extent that Defendants’ violations of the JFPA are shown to be knowing or willful,

to have such damages trebled, as provided by § 227(b)(3) of the Act.

2
Case 5:15-cv-00036-D Document 1 Filed 01/22/15 Page 2 of 13



JURISDICTION AND VENUE

6. This Court has subject matter jurisdiction under 28 U.S.C. 8 1331 and 47
U.S.C. 8§ 227.

7. This Court has personal jurisdiction over Defendants because Defendants transact
business within this judicial district, have made contacts within this judicial district, and/or have

committed tortious acts within this judicial district.
PARTIES

8. Plaintiff, PHYSICIANS HEALTHSOURCE, INC., is an Ohio corporation.

9. On information and belief, Defendant, SALIX PHARMACEUTICALS, INC., is a
California corporation with its principal place of business in Raleigh, North Carolina.

10.  On information and belief, Defendant, SALIX PHARMACEUTICALS, LTD., is
a Delaware corporation with its principal place of business in Raleigh, North Carolina.

11.  John Does 1-10 will be identified through discovery, but are not presently known.

FACTS

12, On information and belief, on or about March 14, 2011, April-May, 2012, May
10, 2012, October 19, 2012, September 30, 2013 and October 8, 2013, Defendants
transmitted by telephone facsimile machine seven (7) unsolicited advertisements to Plaintiff.
Copies of the facsimiles are attached hereto as Exhibit A.

13.  Plaintiff did not invite or give permission to Defendants to send the faxes.

14.  On information and belief, Defendants faxed the same and other unsolicited
facsimiles without the required opt out language to Plaintiff and more than 25 other recipients
without first receiving the recipients’ express permission or invitation.

15. There is no reasonable means for Plaintiff (or any other class member) to avoid
receiving unauthorized faxes. Fax machines are left on and ready to receive the urgent

communications their owners desire to receive.
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16.  Defendants’ facsimile did not display a proper opt-out notice as required by 47
C.F.R. § 64.1200.

CLASS ACTION ALLEGATIONS

17. In accordance with Fed. R. Civ. P. 23(b)(1), (b)(2) and (b)(3), Plaintiff brings

this class action pursuant to the JFPA, on behalf of the following class of persons:

All persons in the United States who (1) on or after four years

prior to the filing of this action until the date of class

certification, (2) were sent telephone facsimile messages of

material advertising the commercial availability of any property,

goods, or services by or on behalf of Defendants, and (3) which

did not display a proper opt-out notice.
Excluded from the Class are the Defendants, their employees, agents and members of the
Judiciary. Plaintiff reserves the right to amend the class definition upon completion of class

certification discovery.

18.  Class Size (Fed. R. Civ. P. 23(a)(1)): Plaintiff is informed and believes, and upon

such information and belief avers, that the number of persons and entities of the Plaintiff Class is
numerous and joinder of all members is impracticable. Plaintiff is informed and believes, and
upon such information and belief avers, that the number of class members is more than 100.

19. Commonality (Fed. R. Civ. P. 23 (a) (2)): Common questions of law and fact

apply to the claims of all class members. Common material questions of fact and law include, but
are not limited to, the following:
a) Whether the Defendants sent unsolicited fax advertisements;
b) Whether the Defendants’ faxes advertised the commercial availability of
property, goods, or services;
C) The manner and method the Defendants used to compile or obtain the list

of fax numbers to which they sent Exhibit A and other unsolicited faxed advertisements;
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d) Whether the Defendants faxed advertisements without first obtaining the
recipient's prior permission or invitation;

e) Whether the Defendants sent the faxed advertisements knowingly;

f) Whether the Defendants violated the provisions of 47 U.S.C. § 227 and
the regulations promulgated thereunder;

9) Whether the faxes contain an “opt-out notice” that complies with the
requirements of § (b)(1)(C)(iii) of the Act, and the regulations promulgated thereunder,
and the effect of the failure to comply with such requirements;

h) Whether the Defendants should be enjoined from faxing advertisements in
the future;

1) Whether the Plaintiff and the other members of the class are entitled to
statutory damages; and

)} Whether the Court should award treble damages.

20.  Typicality (Fed. R. Civ. P. 23 (a) (3)): The Plaintiff's claims are typical of the

claims of all class members. The Plaintiff received the same faxes as the faxes sent by or on
behalf of the Defendants advertising goods and services of the Defendants during the Class
Period. The Plaintiff is making the same claims and seeking the same relief for itself and all class
members based upon the same federal statute. The Defendants have acted in the same or in a
similar manner with respect to the Plaintiff and all the class members by sending Plaintiff and
each member of the class the same faxes.

21. Fair and Adequate Representation (Fed. R. Civ. P. 23 (a) (4)): The Plaintiff will

fairly and adequately represent and protect the interests of the class. It is interested in this matter,

has no conflicts and has retained experienced class counsel to represent the class.
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22. Need for Consistent Standards and Practical Effect of Adjudication (Fed. R. Civ.

P. 23 (b) (1)): Class certification is appropriate because the prosecution of individual actions by
class members would: (a) create the risk of inconsistent adjudications that could establish
incompatible standards of conduct for the Defendants, and/or (b) as a practical matter,
adjudication of the Plaintiff's claims will be dispositive of the interests of class members who are
not parties.

23. Common Conduct (Fed. R. Civ. P. 23 (b) (2)): Class certification is also

appropriate because the Defendants have acted and refused to act in the same or similar manner
with respect to all class members thereby making injunctive and declaratory relief appropriate.
The Plaintiff demands such relief as authorized by 47 U.S.C. 8§227.

24, Predominance and Superiority (Fed. R. Civ. P. 23 (b) (3)): Common questions of

law and fact predominate over any questions affecting only individual members, and a class
action is superior to other methods for the fair and efficient adjudication of the controversy
because:
a)  Proof of the claims of the Plaintiff will also prove the claims of the class without
the need for separate or individualized proceedings;
b)  Evidence regarding defenses or any exceptions to liability that the Defendants
may assert and attempt to prove will come from the Defendants’ records and will not
require individualized or separate inquiries or proceedings;
c)  The Defendants have acted and are continuing to act pursuant to common policies
or practices in the same or similar manner with respect to all class members;
d)  The amount likely to be recovered by individual class members does not support

individual litigation. A class action will permit a large number of relatively small claims
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involving virtually identical facts and legal issues to be resolved efficiently in one (1)
proceeding based upon common proofs; and
e)  This case is inherently manageable as a class action in that:

Q) The Defendants identified persons or entities to receive the fax
transmissions and it is believed that the Defendants’ computer and business records will
enable the Plaintiff to readily identify class members and establish liability and
damages;

(i) Liability and damages can be established for the Plaintiff and the class
with the same common proofs;

(ili)  Statutory damages are provided for in the statute and are the same for all
class members and can be calculated in the same or a similar manner;

(iv) A class action will result in an orderly and expeditious administration of
claims and it will foster economics of time, effort and expense;

(v) A class action will contribute to uniformity of decisions concerning the
Defendants’ practices; and

(vi)  As a practical matter, the claims of the class are likely to go unaddressed
absent class certification.

Claim for Relief for Violation of the JFPA, 47 U.S.C. § 227 et seq.

25.  All Paragraphs of the Complaint are incorporated herein by reference.

26.  The JFPA makes it unlawful for any person to “use any telephone facsimile

machine, computer or other device to send, to a telephone facsimile machine, an unsolicited

advertisement . .. .” 47 U.S.C. 8 227(b)(1)(C).

27.  The JFPA defines “unsolicited advertisement” as “any material advertising the

-
Case 5:15-cv-00036-D Document 1 Filed 01/22/15 Page 7 of 13



commercial availability or quality of any property, goods, or services which is transmitted to any
person without that person's prior express invitation or permission, in writing or otherwise.” 47
U.S.C. § 227 (a) (5).

28.  Opt-Out Notice Requirements. The JFPA strengthened the prohibitions against
the sending of unsolicited advertisements by requiring, in 8 (b)(1)(C)(iii) of the Act, that senders
of faxed advertisements place a clear and conspicuous notice on the first page of the transmission
that contains the following among other things (hereinafter collectively the “Opt-Out Notice
Requirements”):

a) a statement that the recipient is legally entitled to opt-out of receiving
future faxed advertisements — knowing that he or she has the legal right to request
an opt-out gives impetus for recipients to make such a request, if desired;

b) a statement that the sender must honor a recipient’s opt-out request within
30 days and the sender’s failure to do so is unlawful — thereby encouraging
recipients to opt-out, if they did not want future faxes, by advising them that their
opt-out requests will have legal “teeth”;

C) a statement advising the recipient that he or she may opt-out with respect
to all of his or her facsimile telephone numbers and not just the ones that receive a
faxed advertisement from the sender — thereby instructing a recipient on how to
make a valid opt-out request for all of his or her fax machines.

The requirement of (a) above is incorporated from § (b)(D)(ii) of the Act. The
requirement of (b) above is incorporated from 8§ (b)(D)(ii) of the Act and the rules and
regulations of the Federal Communications Commission (the “FCC”) in § 31 of its 2006 Report

and Order (In the Matter of Rules and Regulations Implementing the Telephone Consumer
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Protection Act, Junk Prevention Act of 2005, 21 F.C.C.R. 3787, 2006 WL 901720, which rules
and regulations took effect on August 1, 2006). The requirements of (c) above are contained in
8 (b)(2)(E) of the Act and incorporated into the Opt-Out Notice Requirements via 8 (b)(2)(D)(ii).
Compliance with the Opt-Out Notice Requirements is neither difficult nor costly. The Opt-Out
Notice Requirements are important consumer protections bestowed by Congress upon the
owners of the telephone lines and fax machines giving them the right, and means, to stop
unwanted faxed advertisements.

29. 2006 FCC Report and Order. The JFPA, in § (b)(2) of the Act, directed the
FCC to implement regulations regarding the JFPA, including the JFPA’s Opt-Out Notice
Requirements and the FCC did so in its 2006 Report and Order, which in addition provides
among other things:

a) The definition of, and the requirements for, an established business
relationship for purposes of the first of the three prongs of an exemption to liability under
8 (b)(1)(C)(i) of the Act and provides that the lack of an “established business relationship”
precludes the ability to invoke the exemption contained in § (b)(1)(C) of the Act (See 2006
Report and Order 1 8-12 and 17-20);

b) The required means by which a recipient’s facsimile telephone number
must be obtained for purposes of the second of the three prongs of the exemption under 8
(b)(1)(C)(ii) of the Act and provides that the failure to comply with these requirements precludes
the ability to invoke the exemption contained in 8 (b)(1)(C) of the Act (See 2006 Report and
Order 1 13-16);

C) The things that must be done in order to comply with the Opt-Out Notice

Requirements for the purposes of the third of the three prongs of the exemption under 8
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(b)(1)(C)(iii) of the Act and provides that the failure to comply with these requirements
precludes the ability to invoke the exemption contained in § (b)(1)(C) of the Act (See 2006
Report and Order 1 24-34);

d) The failure of a sender to comply with the Opt-Out Notice Requirements
precludes the sender from claiming that a recipient gave “prior express permission or invitation”
to receive the sender’s fax (See Report and Order  48);

As a result thereof, a sender of a faxed advertisement who fails to comply with the Opt-
Out Notice Requirements has, by definition, transmitted an unsolicited advertisement under the
JFPA. This is because such a sender can neither claim that the recipients of the faxed
advertisement gave “prior express permission or invitation” to receive the fax nor can the sender
claim the exemption from liability contained in § (b)(C)(1) of the Act.

30.  The Faxes. Defendants, upon information and belief, sent on or about March 14,
2011, April-May, 2012, May 10, 2012, October 19, 2012, September 30, 2013 and October

8, 2013, advertisements via facsimile transmission from telephone facsimile machines,
computers, or other devices to the telephone lines and facsimile machines of Plaintiff and
members of the Plaintiff Class. The Faxes constituted an advertisement under the Act.
Defendants failed to comply with the Opt-Out Requirements in connection with the Faxes. The
Faxes were transmitted to persons or entities without their prior express permission or invitation
and/or Defendants are precluded from asserting any prior express permission or invitation
because of the failure to comply with the Opt-Out Notice Requirements.

31. Defendants violated the JFPA and the regulations promulgated thereunder by
sending the Faxes via facsimile transmission to Plaintiff and members of the Class.

32.  Defendants’ Other Violations. Plaintiff is informed and believes, and upon such

information and belief avers, that during the period preceding four years of the filing of this
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Complaint and repeatedly thereafter, Defendants have sent via facsimile transmission from
telephone facsimile machines, computers, or other devices to telephone facsimile machines of
members of the Plaintiff Class faxes that constitute advertisements under the JFPA that were
transmitted to persons or entities without their prior express permission or invitation (and/or that
Defendants are precluded from asserting any prior express permission or invitation because of
the failure to comply with the Opt-Out Notice Requirements in connection with such
transmissions). By virtue thereof, Defendants violated the JFPA and the regulations promulgated
thereunder.

33. Plaintiff is informed and believes, and upon such information and belief avers,
that Defendants may be continuing to send unsolicited advertisements via facsimile transmission
in violation of the JFPA and the regulations promulgated thereunder, and absent intervention by
this Court, will do so in the future.

34.  The TCPA/JFPA provides a private right of action to bring this action on behalf
of Plaintiff and the Plaintiff Class to redress Defendants’ violations of the Act, and provides for
statutory damages. 47 U.S.C. § 227(b)(3). The Act also provides that injunctive relief is
appropriate. Id.

35.  The JFPA is a strict liability statute, so the Defendants are liable to the Plaintiff
and the other class members even if their actions were only negligent.

36.  The Defendants knew or should have known that (a) the Plaintiff and the other
class members had not given express invitation or permission for the Defendants or anybody else
to fax advertisements about the Defendants’ goods or services; (b) the Plaintiff and the other

class members did not have an established business relationship; (c) Defendants transmitted
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advertisements; (d) the Faxes did not contain the required Opt-Out Notice; and (e) Defendants’
transmission of advertisements that did not contain the required opt-out notice was unlawful.

37.  The Defendants’ actions caused damages to the Plaintiff and the other class
members. Receiving the Defendants’ junk faxes caused the recipients to lose paper and toner
consumed in the printing of the Defendants’ faxes. Moreover, the Defendants’ faxes used the
Plaintiff's and the other class members’ telephone lines and fax machine. The Defendants’ faxes
cost the Plaintiff and the other class members time, as the Plaintiff and the other class members
and their employees wasted their time receiving, reviewing and routing the Defendants’
unauthorized faxes. That time otherwise would have been spent on the Plaintiff's and the other
class members’ business activities. The Defendants’ faxes unlawfully interrupted the Plaintiff's
and other class members' privacy interests in being left alone. Finally, the injury and property
damage sustained by Plaintiff and the other class members from the sending of Defendants’

advertisements occurred outside of Defendants’ premises.

WHEREFORE, Plaintiff, PHYSICIANS HEALTHSOURCE, INC., individually and
on behalf of all others similarly situated, demands judgment in its favor and against
Defendants, SALIX PHARMACEUTICALS, INC. and SALIX PHARMACEUTICALS,

LTD., jointly and severally, as follows:

A. That the Court adjudge and decree that the present case may be properly
maintained as a class action, appoint the Plaintiff as the representative of the class, and appoint
the Plaintiff’s counsel as counsel for the class;

B. That the Court award actual monetary loss from such violations or the sum of five
hundred dollars ($500.00) for each violation, whichever is greater;

C. That Court enjoin the Defendants from additional violations; and
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D. That the Court award pre-judgment interest, costs, and such further relief as the
Court may deem just and proper.
Respectfully submitted, this the 22" day of January, 2015.
HIGGINS BENJAMIN, PLLC, individually and as
the representative of a class of similarly-situated

persons,

By: /s/ John F. Bloss
John F. Bloss

John F. Bloss

N.C. State Bar # 23947
Higgins Benjamin, PLLC
101 W. Friendly Ave., Ste. 500
Greensboro, NC 27401
Telephone: 336-273-1600
Fax: 336-274-4650
JBloss@greensborolaw.com

Brian J. Wanca

Ryan M. Kelly

ANDERSON + WANCA

3701 Algonquin Road, Suite 760
Rolling Meadows, IL 60008
Telephone: 847-368-1500

Fax: 847-368-1501
bwanca@andersonwanca.com
rkelly@andersonwanca.com

13
Case 5:15-cv-00036-D Document 1 Filed 01/22/15 Page 13 of 13



3714711 15:48 2112882347 To: Jose Martinez B 5135222009 D 1i/1

apriso

mesalamine) 035

AXTGNORD-AGLEARE CARSULES

Salix Pharmaceuticals, Inc. cordially invites you

to attend an interactive Webcast meeting
Fresented by

Ellen 1. Scherl, MD, FACP

Director, Jill Roberts Center for Inflammatory Bowel Disea
1iit Roberts Associate Professor of Clinical Medicing -

#
P
5e.

. \&\’\. Weill Medical College of Cornelf University 1 RN b
LN v Agsociate Attending Physician N GO _
s New York Presbyterian Hospital kR . T
\i\\‘““ New York, NY A I & )
Tuesday, March 15%, 2011 w N gr e T
Recaption at 6:30 PM ET and Waebcast Presentation at 700 PM ET -

Carlo & Johnny - T K'.”'_I -:4.‘_ 5
9769 Montgomery Roaid i L 8
Cineinnati, OH 45242 °

(513) 936-8600 g 7
IO REGISYER: Complete the form below and fax back to (26&)26&- 407 0 e
Call the program registration line at (877) 963 3532 . 3TN
Lk A e
Last Name First Name M., T .Degree/Spitialty A
Address {No PQ Boxes) - CH'\rfStata;J:ZIP -
. l' ¢
Phone Number fax Number

Emall Address
in Becordance with the PhRMA Code on Intersctions with Healthcare Professlonels, atiendance at this educational program (s lImited to- heaithcate professlonals.
Accordingly, attendance by guests or spouses s not appropriate. I you are licensed In any state or other jurlsdiction (g, MA, VT; MN) or are an employee or contractor of
any organlzatlon or governmental entity that limits or prohlbits meals from phermaceuticals compantes, please Identify yolrself so that you (ani we) ave ablé to comply
with such requiraments, Your name, the value, and the purpose of any educetional item, meal, or other ems of vallie you recelved may be seportedas sequlrad by stake
or federal law, Once reportad, this Information may be publicly sucessible, . . 3 : fhapto ML oS

To be remaved from the fax st for this program, please Initlal here and fax this form to (201} 288-2307 or c?ﬂl (ar7) 9‘83-3924 Al requesis to be mrﬁmdj’mm thls
fax 113t muat also Ideatlly the fax number 1o bé remaved, Ourfallure to comply with the request In the shortest reasonable t!me;csrabl!shéd by the FCC Is unlawful,

S Aa e g s
SR AT

Y LS ) DAY N STl
W Ulqurinivg Nothis

Case 5:15-cv-00036-D Document 1-1 Filed 01/22/15 Page 1 of 9




3/14/11 15:56 2812882347 To: Jose Martinez @ 5139222009 D1/t

apriso s

(resalarning 0375

GATANDER-ROLEASE CARSULES

Salix Pharmaceuticals, Inc. cordially invites you
to attend an interactive Webcast meeting -

Hresented by
Ellen 1. Scherl, MD, FACP w3
Directer, fill Roberts Center for Inflammatory Bowel Disease
Jill Roberts Associate Professor of Clinical Medicing - |
Weill Medical College of Cornell University .
Asgsociate Attending Physictan
New York Presbyterian Hospital
New York, NY

Tuesday, March 15%, 2011 g

Recaption at 6:30 PM ET and Webcast Presentation at 7:00 PM ET &
.' . ~ . ;spu._" :..

™

Carlo & Johnny
9769 Maontgomery Road
Cincinnatl, OH 45242 . .
(513) 936-B600 R

. v 4
I

. R T 12 _
IO REGISTER: Complete the form below and fax back ta (20’%5?23@423‘0? or

LTORE

Last Nama Flrst Name M.L o0 T cn Degreg/Specialty | !
o - . 2 i &
Addrass (No PO Boxes) T Clty/State/2iP oy .

Phone Number Fax Number .~

Emall Address

In accordance with the PhRMA Code on Interactlons with Healthcare Frofessionals, sttendance at this educational progrsm ls limited to-heaithcare professionals.
Accordingly, attendance by guests or spouses Is not sppropriete. If you are licensed In any state ot othar Jurlsdiction (g, MA, VT, MN) or are an employee of contractor of
any organizatlon or govarnmental entity that limits or prohlkits meals from pharmeceutlcals companles, please ldentify yoursell so that you (and we) are able to comply
with such requirements. Your name, the value, and the purpose of any educational ltem, meal, or other ltems of value you receved may be reported as required by state

of federal law. Onee reported, this Information may be publicly nceessible, i t

To be removed from the fax fist for this program, please Inltlal here and fox this form to (201) 288-2307 or «!fi’&??} 863-2832, All re'qquar: tobe re_n:lmn' from this
Jfox Jist must also dentlfy the fax number ta be removed. Our fallure to comply with the request In the shortest reasonable time established by the FCC I3 unlawful,

ECECI OGN
i S e g% 2
v ; .
. e

i
s, i i
i *-.‘F‘g & By

W Ltenapar Setity

ey

st = E

A e o LTS

Case 5:15-cv-00036-D Document 1-1 Filed 01/22/15 Page 2 of 9




o

Please join us at the Solesta® DDW Hands-On Station

at the ASGE Learming Center Iocated in Exhibit Hall H of the-San Disgo Convention

Sunday, May 20 ~ Monday, May 21
11:00 am - 1:00 pm 1:30 pmr=-3:30 pm

Center In San Diego, CA.

Saturday, May 19
11:00 am - 1:00 pm

Tuesday, May 22
11:00.am - 1:00 pm

Fecal incontinence affects 159% of people in the US over the.age of 50 and is a feading reason for
admission to assisted living facilities. It is one of the,most psychologically and socially debilitating
conditions In an otherwise healthy individual, Many patients try to manage the probler themselves,
and in athers . conservative approaches (distary. modification, anti-motility -agents) da not work. Solesta
is.a minimally invasive, outpatient treatment developad to-address the gap between congervative
therapies.and surgery.

The Solesta Hands-on Station, sponsored by Salix.Pharmaceuticals, Inc., will-provide participants with
impottant product information, proper syringe assembly Instructions, hands-on injection technique
training-and post procedure patient-care Information.

For greater control over FEGAL INCONTlNENCE

@ Solesta

A quick, nonsurgical injectable option—
an outpatient procedure without anesthesia

Important Safety information

Inication

Solesta Is.indicated for the treatment of tecal Incontinence In patients 18 vears
and older who have falled congervative thempy (eg. diat, fiber thesapy,
anti-motillty medications).

Contraindications

Snlesta is contraindicated in patients with active inflammatory bowel.diseasa,
immunodaficiency disorders or ongeing immunoguppresaive tarapy, previous
radiation treatmant 1o the pelvic area, signllicent mucosal or full thickness reeial
prolapse, aciive proctils or other infections In the ancrectal region, anorectal
atresla, timors; or malformation, rectocets, rectal varices, sresence’of exlsting
implant{other than Soleste) in anorectal region, or allergy 1o hyaluroic
acickbiased products.

Warnings

Do not Injact Solesta intravascularly, Injection of Solesta into biond vesssls may
v:auss vascular ceclusion, Injection in the midiine of #te antsrior wall .af the
Yacturm Should be avolded in men with an enlarged prostate.

Pretautions

Solesta should only he administerad by physiclans expraenced In pertorming
anorectal procadures and who have successfully completed a comprehensive
raining and eerlification program inthe Solesta injection procedure.

.The safety and effeclivenass of Solesta have nat been investigated In patients.
with complete exiernal sphincier distuption of significant chiranic anorectal pain.

- Selesta io Indicated for the truatment of fecal incontiance ia
@ patientss 18 yesws ang oldier who have falled ctmervallvg tefagy
teg, diot, Fber thorapy, antimotiity inallications).

PHARMIACLTTICS MR I,

The safely and affectivaness of Selesta have not bean Invastigated in patienis with
previaus procatlures involving the anoracial reglon: rectat anastomosls < 12 o
from the anal verge, anorectol suruury wilhin the previous 12 months, hamorthold
treatment with 3 rubber band within 2 nonth, anorectal implants and previmus
Irjaclion tlwmpy, Stapled Transanal Rectal ﬂesectlun (STAHR). orstapled
hemorhoidectomy,

The salety and efectiveness of Solesta ave not beon tested in patlents under the
age of 16 years. The safaly and efectivenass-of Solesta havenotbash studied in
pregnant or-breastfesding women,

Adverse Events'

I the Pivatal study, 4 total of 232 treatmert-related-adverse avents for eliher
‘Solesta of sham wore teported for.um to 18 months atter treatment. O these, 3
(1.3%) wora donmar serious hy the invebtigators. Thase serinus adversa evenla,
dssessad a4 ralted to Solesta, nocurrad fn.3 patidnts, inchicding 1 ease.of £, ol
baclecemia and 2 cases of rectal abscess{1 event per patieny). Al serlous
adverse events resolver without any sequelae Jollowing Wreatment,

Ovorall, 96% of the 203 Solesta treatment-refated adverse evants ware of mild fo
modarate intansity, and 97% of the events required.no inervertion ar raquired
medical or simpie noninvagive interventions.

The Opan-tabal and Praof-ok-Concapt studiss demonstrated slrilar safety results
a8 fhe Fivatal study, The adverse event profite of Selestarbeyond 24 monthe? is
not nawn but is undar investigation in post=markeling ludies.,

For Complete Prescribing, Information, please. visit www.solestainfo.com,

Soleata is sregisiorcd tradnmerk-of 0-Med A8,
@ 2012 Salix Phimcaklicals, ng. Mi dais raseived,
SaLyero.

@ Solesta’

www.solestalnfo.com
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Please join us at the Solesta® DDW Hands-On Station

at the ASGE Learning Center iocated in Exhibit Hall H of the San Diego Convention Center in San Diego, CA.

Saturday, May 19 Sunday, May 20 Monday, May 21 Tuesday, May 22
- 11:00am-1:00pm | 11:00am-1:00pm | 1:30pm=3:30pm | 11:00 am-~ 1:00 pm

: ::'}’é.«_l'_’;}l'
s

Fscal incontinence affects 15% of people in the US over the .age .of 50 and is a leading reason for
admission to assisted living facilities. It is one of the most psychologically and socially debilitating
conditions in an otherwise healthy individual. Many patients try to manage the problern themselves, .“3
and in.others conservative approaches (distary modification, anti-motility-agents) do not work. Solesta §
is a minimally invasive, outpatient treatment developed to-address the gap between conservative (Y
therapies.and surgety, Py
S
=T

The-Solesta Hands-on Station, sponsored by Salix Pharmaceuticals,.Inc., will provide participants with
important product information, proper syringe assembly Instructions, hands-on infection technique
training-and post pracedurs patient-cara information.

For greater control over EEG AL |NCONT|N ENCE
@ S l t ¢ A quick, nonsurgical injectable option—
OLESU  an'outpdtient procedure without anesthesia

W e g
S

Important Safety Information

Ingication The satety and affactivaness of Sclest have not bean invastigated jn patients with

Solesta Is Inclcated.for the treatmant of Tecal Incontinance In patients 16 vears  prewious procedures involving the anoracsal region; rectal anngtomosls < 12 oy

and older who have 1ailed conservativa therapy (eg, dist, fiber therapy, from the anal verge, anorectnl surgery within the previous 12 month, hemorehold

anti-motillty medications). treatment with a rubiber band within 3 inonthg, anorectal implants and previous
injection therapy, Stapled Transanat Hactal Ressction (STARF), or stapled

Contraindications hemorhoidectamy.

Solesta is contraingicatad in patients with active inRaminatory howel disease,

immunodaficiancy disprdors-or snging mmunosupprovaive therapy, previous  The sarfety and offeciiveness of Solesta have not beon tested in patients wnder the
radiztion treatmant to the pelvic ares, significant mucnsal or fult thickness rectal — age of 18 years. Tro safaly and effectivanass-of Solesta have not hasn stueied in
prolapse, active progtiis or other Infections In the anotectal tagion, anorectal pregnant or-breastfesding women,

alresta, ttimors: or matormation, rectocele, rettat varices, presence of exlsting

implant.{other thian Salosta) in antrectal region, or allergy tu hyaluronic Advorse Events

selt-haset products. In the Pivatal study, 4 olal of 2372 treatment-related-adverser evants for elther
‘Solesta or sham wete reported for up to 18 months aftor treatment. Of these, 3

Warnings (1.3%) warp deemed serdous by the vestigators. Thase ssrinus rdverse events,

Do not Inject Solpsta Intravastulary. Injection of Soesta into blood vessels may — gasesser a4 related to Solesta, deeurred in.3 patignts, iciucing 1 case.of . Gol

cause vascular occluslon, injection in the midline of the anterlor wall-of the bactesgmia and 2 cases of rectal abscess (1 event per patient. All serioys

Tactum should be aveided in men with an enlarged prostate. adverse events resolved without any sequelae Tollowing Ireatment,

Prapantions Overgll, 96% ol the 203 Solestn treatment-related adverse events were of milg to

Solesta should only be administered by physicions experiensed In perlorming moderate Intrpsty, and 97% of the events required.na tntarvention ar raquired
anorectal precadures and who have succossfully compieted r comprehensive  mecdical or simple noninvasive Intervantions.

Trainlty and cedification program inthe Solesta injection-procedure,

. Tho Open-tabel and Proaf-of-Concapt studiss demonsireted gimilar safety rasults
-The ssfety and efioctiveness of Solesta have not been investigated in patiznis.  as the Pivplal study, The adverse evant profile of Solestarbeyond 24, months1 s
with-complete external sphincier disruption or significant chiranic anoractal pain. ot known but is undar Invastigation in past-marksting atudies.

For Complete Prescribing Information, please visit www.solestainfo.com.

Sa]_ . Soleata ia indicatart for \to treatment of facal incontinance in Soleota is -roglatercid tracomesk.of 0-Mot AB, @ Solesta’

patienty 18 years ant nlter who hava failed cohanrettive (rany B 2012 Salix Phimmacenticals, g, Al dakts regerved.
TIARAREGTICAL, NG {eg, diot, Fibsr thorapy, entimatdity madicatlons), SuLt2r48. www,solestalnfo.com
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Please join us at the iy

Solesta® ACG Hands-On Workshop

Glassreom & of e Hands-On Waorkahop Certer tocated in Hall B of the Sanvla Expo Center
Avosss 1o the Sands Fxpe on Lavel 2 of the Vanstian, Las Vegas, BV ‘

Sunday, October 21 Monday, October 22
3:30 pm ~ 7:00 pm 8:00 am — 4:30 pm

The Solesta hands-on station will give participants the opportunity to simulate the

Solesta procadure utilizing a porcina model through the direction of Jorge Marcet, MD,
University of South Florida Morsani College of Medicine; Jaime Sanchez, MD, University of
South Florida Morsani College of Medicine; and Mitchell Bernstein, MD, New York University
Langone Medical Center.

Fecal incontinence affects 15 milfion people in the US and is a leading reason for
admission to assisted living facilities. It is one of the most psychologically and socially
debilitating conditions in an otherwise healthy individual. Many patients try to manage
the probiem themselves, and in others conservative approaches {dietary modification,
anti-motility agents) do not work. Solesta is a minimally invasive, outpatient treatment
developed to address the gap between conservative therapies and surgery.

For greater c‘om“ro! over EECAL INCONTINENCE

S l t ® A quick, nonsurgical injectable option—
0 es a an outpatient procedure without anesthesia

Important Safety information

SOLESTA Is incicated for the weatment of fecal incontingnce In patients 4 vears and older wito have tailed censeavazive therany deg, diot, fivar tharepy,
ardi eooiily medications).

SCLESTA is corttamdicated in palisits wita acles inflammalary bowel disezse, ireranedeficiancy diseiiats or ongoing iMmunoSUpHNeSEIvE URucapy, DIEvIBUS
<adiation treatmant 1o the pelvic 3iea, suikcant mucesa’ or full ihicness recta: piclagse, active pratlilic er othe infections i the anorectd region, ancracial
atresia, umors, or maliarmation, reclacsln, reclal varices, presensg ol xisting implant iner thae SULES AR annrecta: s, o allsigy lo hyakuosic
avid-based products.

SOLESTA rousi not b wijeetod inravascularly s injachion of SOLLS (A intw blooi vessets 1ay cause vascular puclusion injEcton o e widing of the dritesfor
wirll of T recturs sheuld bs avaided i aeen vl an enfurged prostsle.

SCLESTA stiagid tnly e dnsin shared by plwsicias expariancat) in pefasming anarectl pracetlures aod ¢ho Rave suceassily compinted copehensivie
tauiing and certdivation pragram in tte SO! FATA injecting trocyding,

The most comman advarse raactons wish SOLESTA (incicante »£%) ars grectalgla, ancoactal hemarhage. Weschon site heronhage, PR ecaan s
ram_diarrhaa, anl anarectal deecmiod,

For Complete Prescribing Information, please visit www.solestainfo.com.

It ma -
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Please join us at the

Solesta® ACG Hands-On Workshop

Classroom § of the Hands-On Workshop Genter located in the Exhibit Hall of the San Diego Gonvention Center

Sunday, October 13 Monday, October 14
3:30 pm - 7:00 pm 10:00 am - 4:30 pm
The Solesta® Porcine Model Training, sponsored by Salix Pharmaceuticals, Inc., will provide

participants with important product information, proper syringe assembly instructions,
hands-on injection technique training and post procedure patient care information.

For control over FECAL INCONTINENCE

S l t— ® A quick, nonsurgical Injectable option—
0 es a an outpatient procedure without anesthesia

Indication
Solesta is indlcated for the treatment of fecal Incontinence in patients 18 years and older who have falled conservative therapy

{eg, dlet, fiber therapy, antimotliity medications).

Important Safety Information
SOLESTA® (hyaluronic acld/dextranomer) is contralndicated In patlents with actlve Inflammatory bowel disease, Imimunodeficlency

disorders or ongoing Immunosuppressive therapy, previous radiation treatment te the pelvic area, significant mucosal or full thickness rectal
prolapse, active anorectal condltions (Including abscess, flssures, sepsis, bleeding, proctitls, or other Infections) , anorectal atresta, tumors,
or maiformation, rectocele, rectal varices, presence of exlsting implant (other than SOLESTA) In anorectal ragion, or allergy to hyaluronic

acld-based products.

SOLESTA must not be Injected Intravascularly as Injection of SOLESTA Into blood vessels inay cause vascular occlusion. fnjectlon In the
midline of the anterlor wall of the rectum should be avoided In men with an enlarged prostate.

SOLESTA should only be administered by physiclans exparienced In performing anorectal procedures and who have successfully completed
a comprehensive training and certificatlon program on the SOLESTA Injection procedure.

The most common adverse reactlons with SOLESTA (Incidence >4%) In the clinical study were proctalgla, anorectal hemorthage, Injsction
site hemorrhage, pyrexia, Injection site paln, diarrhea, and anorectal discomfort,

Please see complete Presctibing information for SOLESTA.

Please see following Brief Summary.
For Complete Prescribing Information, please visit www.solestainfo.com.

o 8 v
Sa‘llx @ Snlesia iz s renistaied treamerk of G-Med A, © 2013 Saiix Pharmnciubinals, s @ Solesta'
11t tesie 30t 135 SeRE

v rssmprnliond A nghts esegpiad S0 134117 :
www.solestainfo.com
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Brief Summary

Please consult Package Inser] for full prescribing information.

Indication for Use

Solagia 18 (ndicated Tor the treaiment of Tecal Inconlinence In patients 18 years and older

who have falled conservative therapy (eg, diel, fiber therapy, antimatility medieations).

Contralndications

Solesta is corfraindicated in paflents wilh the following conditions:

* Aciive Inflammatory bowel disease

* Immunadeticlency disordars or ongoing Immunosuppressive iherapy

* Pravious radialton ireatmen to the pelvic area

* Significant mucosal or (Wl Ihickness reclal prolapse

* Acfive anoreclal conditions inchsig: absoess, fssures, sepss, bleading, prociltis, or
other Irfections

* Anorectal afresie, umors, stenosis or malformailon

¢ Reclocele

¢ Reclal varices

¢ Presence of exisfing Implant (cther than Solesla) in anorecal reglon

« Allergy o hyaluronic acid—basad products

Wanmings

¢ Do not inject Solesta irriravascularly. Injeelion of Solesta imo biood vessels may cause
vaseular ocelusion

* Injection in the midine ot the anterior wall of the recium shouid be avoided in manwith
ertarged prostate.

Precautions

recau

* Solesia should anly be adminisierad by physiclans experiented in performing anorecial
procedures and who have successiully completed a comprehensive fraining and
cerlification program in1he Sofasta injection procedure.

* The saiety and effectiveness of Solesta have not been invesligated in pafients wilh
complefe exiernal sphincler disruption or signiiican! chronic anoreclal pain.

* The safety and etiecliveness of Solesta have not been irvesligatad in patients with
previous procedures involving the anoreclaf region: rectal anasiomosis <12 ¢m from
anal varge, anorectal suegery within previous 12 manths, hemonhoid freatment with
rubber band within 9 months, anoreclal Implants and previous Injection theripy,
Slapled Transanal Reclal Reseclion (STARR or stapled hemorholdesinmy.,

¢ The safely and eflecliveness of Solesia have not been studied In patienls under the
apa of 18 years.

* The satety and effeciiveness of Solesta have nol been studied in pregnant or
broastieeding women.

* The dursbility of Solesta has not been studied pasi 12 morhs,

* The salety and atfectiveness of Solesia have been siudiad In patients who recelved
one or two {realments. in the Pivotal siudy, 1he majorily ol pallenls recelved two
ireaimens, four weeks apari.

iend 1 '

* Pallenis with bieeding diathesis or palients using anficoagulant or anfiplaiefel agenls,
as with any injections, may experience increased bleading af injecfion sites,

* Pafiania ahould ba couneoled that a rapeatad Solasia injsotion procedurs may be
required 1o actieve a satistaclory level of improvement m incontinence.

* Alequale boviel preparation of fhe reclum using enema is requinad prior fo iNjeciion.
The enema should be givan Immedialely pnot 10 fite procedure fo ensire evacuation
ol 1he anarectum. I 1s recammended thal adeiflonal deansing of the injecilon area
wih an anfiseptic ba perlomied prior fo injection, Use of mophylactic antiblotlcs Js
recommended

* Solesta should be injecied slowly 10 avold undue sliess on the Luer-lock connection
which could cause leakage of Lhe gel.

“Salaly miarmation preseniedt n the Packaga Insart anly includes data vy to 1% moths

S513-922-29@9 T14@B2 ~ Solesta

b 2/2

* After Injsction of Solesia, hoid ihe needle ai tha Injeclion sife Jor an addifional
16-30 seconds to minkmize leakage of Solesia.

* Irjections loo close to 1he dentale fine or oo deep In the tissue might cause
axoessive palh.

* injection should be slopped if éxcessive bleading or pain octurs.

* One glarfle needle should be used per syrings and injeciton.

Device ralaled precaufions

¢ The use of needies olhar than thoss supplied may impede injeclion of Solesta due to
the properties of the gel and may cause device maliunction.

* Solesta is supplied ready fo use ina praillled syrdnge with a Luer-tock fitling. Careiul;
examine the unll to verily thal nelther the confemts nor ihe package has beean demage
Inshipment. Do not use il damaged -

* Solesla bs supplied slerlle and |s intanded for single use only. Do mol ré-steriize, as this®

may damage or atier the product o
* inthe aven of agojdertat contamination ol a needle, discard ine needie. %
+ Never mix Solesla with ofher products.
* Solesla is 10 be stored af up lo 26°C (T7°F), and used prior o The explration date c

printed on the label. Do nol expose Solesta 1o eifter sunlighl o treezing, as this may L
damage or aller he product,
¢ Care should be laken whaen randing the oless syringes and depasing of broken glass ,>_
o avoid laceration or other injury. (W
* Aller use, syringes and needles should be handiad as polertlal biohazards. Dispesal [
ghould ba In accordanes with accepled medical praclise and applicable local, state and L
federal requirements, o

Adverse Evanis

Potantlal adverss events include: abdominal discomfort, abdominal dislension,
abdominal pain, Jower abdominal pain, abdominal rigidity, alopacia, anal ahscess,

anal isswva, argl hemorrhage, gnal prolapse, anal pruritus, enoreotal discomitord, back
paln, constipation, C-reaclive prolein increased, chills, cold sweat, defecation urgency,
dermatitis, iarrhea, device dislocalicn, dizziness, dyspareunla, escherichia bacteremia,
1ecal incorinence, Teces hard, 1afigue, gagiroinestinat molility disorder, gastrolmeslinal
pain, gentlal discharge, genflal prolapse, hemaiochezia, hematospermta, hamorhoids,
Infection, Injection sits abscass, injaction sile discomion, injeclion site hemorhage,
Injaction site hematoma, injaction gite inflamumalion, Injection site imttation, injection

sile nodute, injection site paln, kyection siie pustule, Injection sile sweliing, Injection site
ulcer, imestinal mass, malaiges, mucosal Infiammation, musculoskeletal pain, parineal
abscess, nausea, adema, pain, painful detecation, pelvic mass, perineal paln, proctalgia,
prociitls, pyrexia, recial abscess, reclat discharge, reclal hemorrhags, recial leslorn,
raclal obstruction, rectal prolapse, rectal spasm, reclal tenesmus, rectovaging) seplum
ahseess, urinary reterlion, vaglinel discharge, vuivovaginal pain. The adverse eveni proflle
al Solesta beyond 24 months* is nol known, bul Is inder investigation in post-market
sludies.

The satety evaluafion of Solesta In the freatment of facal Inconfinence (F1) is based on 1ha
rasulls from the Pivotal Clinleal study, and Is supporied by the Open-Labei multicenter
clinical study and one single ste Proof-oi-Goneepi siudy. The analysis ot safety was
baged on tha safely cohorl of all 206 patients treated in Tiie Pivnlal Study wilh elther
Solagla or Sham. Safely data tor Solesia are available Irom 359 {reaiments in 197 fotal
patienis followed for up to 18 months past irealmani {ie, 136 subjecls from 1he blinded
phase and 61 subjecis from the open phase),

Directions for Use

Solesta should be adminislered by qualltied physicians with experience in the reatment
of anorectal condiilons and wio have successtully completed a comprehansive iraining
and ceritfication program in ihe Solesta injection procedure. Solesta should only be
used atler a Inovaugh physical avaluafion ol the paiient 1o exclude ireaiabls underlying
disorders,

Pease consull Pachage Inser for full direotions for use and meihod of adminisiration.

How Suppiled

Solesta is supplied in a glass syringe with a standard Luei-lock fitling cumaining

1 mL gel. Each syringe is 1erminafly moisi heal slerilized in a pouch. Four pouches, each
conlaining one syringe are packed In & carlon together with five Starican needles (216 ¥
® inches, 0.890 mm X 120 mm), paller record labels and a Package Inserl. The needies
are sterilized by efiwlene axide.

Storape
Slore a1 a femperaiurs up 1o 26°C (77°F) and protect from sunlight and Treezing.

611

Solasta Is a reglsiered trademerk of §-Med AB.

Salixe

32012 Sallx Phammaceulicals, Inie.

Al rights reserved. Printed inthe USA SOL12/467
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Please join us at the |

Solesta® ACG Hands-On Workshop

Classroom 5 of the Hands-On Workshop Genter located in the Exhibit Hall of the San Diego Gonvention Center

Sunday, October 13 Monday, October 14 ? o

5

]

3:30 pm - 7:00 pm 10:00am-4:30 pm

The Solesta® Porcine Mode! Training, sponsored by Salix Pharmaceuticals, Inc., will provide
participants with important product information, proper syringe assembly instructions,
hands-on injection technique training and post procedure patient care information.

For conrol °;’ef FECAL INCONTINENCE
i S I t ° A quick, nonsurglcal injectable option—
N O eS a an outpatient procedure without anesthesia
Indication

Solesta Is Indicated for the treatment of fecal incontinence In patlents 18 years and older who have falled conservative therapy
{eg, dlet, fiber therapy, antimatility medicatlons).

Important Safety Information

SOLESTA® (hyaluronic acid/dextranomer) Is contralndicated In patients with active inflammatory bowel disease, Inmunodsficlency
disorders or ongolng Immunosuppressive therapy, previous radlation treatment to the pelvic area, significant mucosal or fuli thickness rectal
prolapse, actlve anorectal conditions {Including abscess, flssures, sepsls, bleeding, proctitls, or other Infections) , anorectal atresia, tumors,
or malfarmatlon, ractocels, rectal varices, presence of existing implant (other than SOLESTA) In anorectal reglon, or aliergy to hyaluronic
acld-based products.

SOLESTA must not be Injected Intravascularly as [njection of SOLESTA Into blood vessels may cause vascular occlusion. Injection In the
midline of the anterior wall of the rectum should be avolded in men with an enlarged prostate.

SOLESTA should only be administered by physiclans experlenced In performing anorectal procedures and who have successfully completed
a comprehensive tralning and certification program on the SOLESTA injection procedure.

The most common adverse reactions with SOLESTA (incidence >4%) In the clinical study were proctalgla, anorectal hemorrhage, Injection
slte hemorrhage, pyrexia, Injection site paln, dlarrhea, and anorectal discomfort.

Please see complete Prescribing Information for SOLESTA.

Please see following Brief Summary.
For Complete Prescribing Information, please visit www.solestainfo.com.

-
Sallx@ Solestar bl reastesed muamaik 2t O Med AB. £ 2013 Sahx Phatmacauticats, e @ S OI e Sta'
All ngitts, veseved S0t 130117 Ut
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www.Glestasnfo.com

Case 5:15-cv-00036-D Document 1-1 Filed 01/22/15 Page 8 of 9




1p-28-2813 8:48 866 713 8555

Solesta’

Brief Summary

Please consull Package Insert for tull preseribing intormalion

Indication for Use

Solesla Is indicated for the ireaimeni of fecal Inconlinence In patients 18 years and ofder

who have 1alled conservafive therapy (ep, diel, Aber iherapy, anfimolliily medications).

Contralndications

Stlesta ls contmindicated in pakienis wilh the foliowinp condiions:

* Acfive Inlammatory bowel disease

» Immunodeficiancy disorders or ongoing immunosuppressive therapy

+ Pravioug radtation trealment 1o the petvic area

* Sipnificani mucosal or 1l Lhickness reclal prolapse

¢ Active anoreclal condllions including: absoess, flasures, sepsis, bleeding, proclilis, or
ofhor infeotions

* Anorectal atresta, tumors, sierosis or malformation

¢ Raclocele

* Raclal varices

* Prasence of exisiing implani (other than Sctesta) In anorectal region

¢ Allergy 1o hyaluronls add-based producls

Wamings

¢ Do nol Inject Solesta irravascularly. injection of Solesta imo biood vessels may cause
vasoular ocelusion

* Injection In the midine of the anerior wal) ot ihe reclum should be avoldad in men with
enlargad prostate.

Precautions

¢ Solesta shoutd only be adminisiered by physiclans experienced In performing ancrecial
procedires and who have successtully compleled a comprehensive training and
cartification program inihe Solesia injection procedure.

* The safely and eflactivenass o) Sotesta have nol baen investigaied in pallents with
complele external sphincter disruption or significani chronic aroractal paln.

+ The sately and ettkctiveness of Solesta have nol been invesiigaled in patients wilh
previous procedures invoiving the anorectal reglon: reclal anastomasis <12 cm from
anal verge, anoreotal surgery wilthin previous 12 monthg, hemorimid freaiment wih
ubber band within 3 monihs, anoraclal implants and pravious injaction therepy,
Stapled Transanal Reotal Resection {STARR) or stapled hemairhoideciomy.

« The salety and efectiveness af Solesia have nol been sludied In patienis under the
age of 18 years,

* The safety and etlecliveness of Solesia have nol been sludied in pregnant or
breastieeding women

¢ The durablitly of Solesia has nof been stutfied past 12 monihs.

¢ The safety and eflectiveness of Solesia have been siudied in pallents who received
one or bwo {reatments, In 1he Pivolal sludy, 1he majority ol pallents recelved two
treaiments, four weaks apar.

Paller related pracaullons
+ Patienls with bleeding dlathesis or patienls using articoaguiani or antiplalelel agents,
a3 wilh any injecllons, may experience increased bleading at injecllon slles.

* Palients should be counseled thal a repealed Solesia Injecfion procedure may be
required 10 achieve a satisfaclory (evel of Impravament in incontinence.

Procadure related pracaulions

* Adaguale bowal preparalion of the reolum using enema |9 required prior to injection,
The enema shoutd be givan immediaiely prior fo the procedure lo ensura evacualion
of the anorecium. |1 Is recommandad tha! additional cleansing of the injeclion area
wilhan anilseptie be pertormed prior lo injection Use of prophylaclic antibiotlcs is
recommended.

* Sotesta should be injecied siowly lo avoid undue Siress on the Luer-fock conneclion
which could cause leakage of fhe gel,

*Satety miormation presanied in tha Packaga Insent onty iciudes dala up (o 18 months

S13-922-2089 T14982 -~ Solesta GE

0 272

. Algear énlecﬂon of S:Lsﬁsla‘ m:dlti:; neelmgo wa Injection site tor an edditonat
15-30 seconds to minimite leakage o .3

« Injections koo elase lo the denlate line of oo deep in the eEﬂ@eE E “\.7 E
excessive pain.

« Injection should be slopped |l excessive Meading of pal m "

o One starile neade should be usad per gyrings and inject Lo

Device ralafad precautions

+ The usge of rieedles olher than those supplled may impede injection of Sotesta due lo
fhe properiies of the gel and may cause device maliunciion,

+ Solesta is suppled ready o use in a prefilied syringe wilh a Luer-lock ktiing. Carefuily
examine ihe unii to verify thal nelther the conerts nor the package nas been damaged
In shipment, Do not use il damaged

* Solesta s supplied stertte and is intended lor single use only. Do nal re-sterilize, as this
may damage of altar fhe produol

* In the event ol accldental coplaminationof a needle, discard ihe needie.

* Never mix Solesta wilh olher produsls.

» Solegla is 10 be slored al tp o 26°C (77°F), and used prior to the expiration date
printed on 1he 1abel. Do nol expose Solesia to either sunlight or freazing, as this may
damage or aler the praduct.

* Care should be taken whan handing the glass syringes and disposing ot broken glass
Io avold laceration or olher injury.

* Alter uss, syringas and needias should be handled as potertlal biohazards. Disposal

should be inaccordance wilh acoepied medical practioe and appiicable local, state and
1aderal requiremerts,

Adverze Evenls

Folential adverse events include; abdominal discomiorl, abdominel distension,
abdominal pain, lower abdominal paln, abdominal righdity, alopecia, anal abscess,

anal f|saira, anal hemorrhage, anal prolapae, anal prurius, anorectal discomtor), back
naln, coratipation, C-reaotive prolein Increasad, chills, cald sweat, defeoalion urgancy,
dermalitis, darrhaa, davice distocalion, dizziness, dyspareunia, escherichia bacteremia,
fecal inconfinence, teces hard, tatigue, gagtrointestinal molllity disorder, gasioinestinal
paln, genital discharge, gentlal prolapse, hematochezia, hematospermia, hemorrholds,
intecilon, injection site abscess, injection sile diacomforl, injection sile hemorhage,
injeclion stie hematoma, (njaclion siie Inflammation, injection site irflation, Injeclion
sile nodule, Injeclion site paln, Injeclion site pusiule, Injection site swelling, inleclion site
ulcer, imestinal mass, malaiss, mucosal Inflammalion, muscutoskeletal pain, perineal
abacags, nausea, adema, paln, painfl defecation, pelvic mass, perineal pain, procialgla,
proctitls, pyrexia, reotat ahscess, reclal dscharge, recial hemorrhage, raclal lesion,
rectal obstruction, ractal prolapse, reclal spasm, reatal fenesmus, rectovaginal seplum
ahscess, urinery relention, vaginal discharge, vulvovaginal pain, The adverse eveni profile
ol Sclesla beyond 24 monihs® 18 not known, but is under Investigalion In posi-market
studies,

The safety evahailon of Solesta in i treatment of lecat Incontinence (F) Is basad on the
results trom the Pvolal Clinical siudy, and is supported by the Open-Label mullicenter
clinlcal study and one single siie Prool-of-Concapl siudy. The analysis of salety wes
hagsed on the safely cohorl of all 206 pattents frealed in ihe Pivolal Study with either
Solagta or Sham. Salety dala for Solesta are aveltable trom 359 freatments in 197 total
palients foliowed for up 1o 18 months posi Ireaiment (ie, 136 subjects {rom Ihe biinded
phase and 61 subjecis from the open phase).

Directions tor Use

Solesla shoud be adminiglered by qualified physicians wilh experience In the trealment
ol anoracial conditions and who have suacessiully compleled a comprehensive lraining
and cerllfication program in Ihe Solesia injection procedure. Salesta should only be
used atier a ihorough physical evalualion of (he paller 10 exclude irealable undariying
disorders.

Pleage consull Package Insert for 1ull directions for use and mathiod of adminisimtion.

How Supplled

Sotesta is supplied in & glass syringe with a standard Luer-tock fitling comalning

1 mL gel. Each syringe is lermirally mols| heal sferlized In & pouch. Four pouches, each
containing ona Syringe are packed in a carfon fogether with five Slerican needies (216 x
4% inches, 6,60 mm x 120 mmy), patient recard labels and a Package Inserl. The needles
are sterillzed by ettylene oxide.

Storage
Slore 81 a tamperature up ko 25°C (77°F) and protect trom sunlighl and freezing.

06111
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Solesta Is & registerad trademark of Q-Med AB.
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INSTRUCTIONS FOR ATTORNEYS COMPLETING CIVIL COVER SHEET FORM JS 44
Authority For Civil Cover Sheet

The JS 44 civil cover sheet and the information contained herein neither replaces nor supplements the filings and service of pleading or other papers as
required by law, except as provided by local rules of court. This form, approved by the Judicial Conference of the United States in September 1974, is
required for the use of the Clerk of Court for the purpose of initiating the civil docket sheet. Consequently, a civil cover sheet is submitted to the Clerk of
Court for each civil complaint filed. The attorney filing a case should complete the form as follows:
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IL

IIL

1v.
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VIIL

VIIL

Plaintiffs-Defendants. Enter names (last, first, middle initial) of plaintiff and defendant. If the plaintiff or defendant is a government agency, use
only the full name or standard abbreviations. If the plaintiff or defendant is an official within a government agency, identify first the agency and
then the official, giving both name and title.

County of Residence. For each civil case filed, except U.S. plaintiff cases, enter the name of the county where the first listed plaintiff resides at the
time of filing. In U.S. plaintiff cases, enter the name of the county in which the first listed defendant resides at the time of filing. (NOTE: In land
condemnation cases, the county of residence of the "defendant” is the location of the tract of land involved.)

Attorneys. Enter the firm name, address, telephone number, and attorney of record. If there are several attorneys, list them on an attachment, noting
in this section "(see attachment)".

Jurisdiction. The basis of jurisdiction is set forth under Rule 8(a), F.R.Cv.P., which requires that jurisdictions be shown in pleadings. Place an "X"
in one of the boxes. If there is more than one basis of jurisdiction, precedence is given in the order shown below.
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one nature of suit, select the most definitive.

Origin. Place an "X" in one of the six boxes.

Original Proceedings. (1) Cases which originate in the United States district courts.

Removed from State Court. (2) Proceedings initiated in state courts may be removed to the district courts under Title 28 U.S.C., Section 1441,
When the petition for removal is granted, check this box.

Remanded from Appellate Court, (3) Check this box for cases remanded to the district court for further action. Use the date of remand as the filing
date.

Reinstated or Reopened. (4) Check this box for cases reinstated or reopened in the district court. Use the reopening date as the filing date.
Transferred from Another District. (5) For cases transferred under Title 28 U.S.C. Section 1404(a). Do not use this for within district transfers or
multidistrict litigation transfers.

Multidistrict Litigation. (6) Check this box when a multidistrict case is transferred into the district under authority of Title 28 U.S.C. Section 1407.
When this box is checked, do not check (5) above.

Cause of Action. Report the civil statute directly related to the cause of action and give a brief description of the cause. Do not cite jurisdictional
statutes unless diversity. Example: U.S. Civil Statute: 47 USC 553 Brief Description: Unauthorized reception of cable service

Requested in Complaint. Class Action. Place an "X" in this box if you are filing a class action under Rule 23, F.R.Cv.P.
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Related Cases. This section of the JS 44 is used to reference related pending cases, if any. If there are related pending cases, insett the docket
numbers and the corresponding judge names for such cases.

Date and Attorney Signature. Date and sign the civil cover sheet.

Case 5:15-cv-00036-D Document 1-2 Filed 01/22/15 Page 2 of 2



AO 440 (Rev. 12/09) Summons in a Civil Action

UNITED STATES DISTRICT COURT

for the
Eastern District of North Carolina

Physicians Healthsource, Inc.

Plaintiff

V. Civil Action No. 15-36

Salix Pharmaceuticals, Inc., Salix Pharmaceuticals,
Ltd., and John Does 1-10

Defendant

N N N N N N SN

SUMMONS IN A CIVIL ACTION

To: (Defandant’s name and address)

Salix Pharmaceuticals, Inc.
8510 Colonnade Center Drive
Raleigh, NC 27615

*Also being served, Plaintiff's Motion for Class Action Determination
Postponement Pending Discovery & Supporting Brief.x

A lawsuit has been filed against you.

Within 21 days after service of this summons on you (not counting the day you received it) — or 60 days if you
are the United States or a United States agency, or an officer or employee of the United States described in Fed. R. Civ.
P. 12 (a)(2) or (3) — you must serve on the plaintiff an answer to the attached complaint or a motion under Rule 12 of
the Federal Rules of Civil Procedure. The answer or motion must be served on the plaintiff or plaintiff’s attorney,
whose name and address are:

John F. Bloss

Higgins Benjamin, PLLC

101 W. Friendly Ave., Ste. 500
Greensboro, NC 27401

If you fail to respond, judgment by default will be entered against you for the relief demanded in the complaint.
You also must file your answer or motion with the court.

CLERK OF COURT

Date:

- Signature of Clerk or Deputy Clerk

Case 5:15-cv-00036-D Document 1-3 Filed 01/22/15 Page 1 of 2



AO 440 (Rev. 12/09) Summons in a Civil Action (Page 2)

Civil Action No.

PROOF OF SERVICE
(This section should not be filed with the court unless required by Fed. R. Civ. P. 4 (1))

This summons for (name of individual and title, if any)

was received by me on (date)

Date:

(3 I personally served the summons on the individual at (place)

on (date) ;or

3 I left the summons at the individual’s residence or usual place of abode with (name)

, a person of suitable age and discretion who resides there,

on (date) , and mailed a copy to the individual’s last known address; or

O I served the summons on (name of individual) , who is

designated by law to accept service of process on behalf of (rame of organization)

on (date) ;or
O I returned the summons unexecuted because ; or
O Other (specify):
My fees are § for travel and $ for services, for a total of $ 0.00

I declare under penalty of perjury that this information is true.

Server’s signature

Printed name and title

Server's address

Additional information regarding attempted service, etc:
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AO 440 (Rev. 12/09) Summons in a Civil Action

UNITED STATES DISTRICT COURT

for the

Eastern District of North Carolina

Physicians Healthsource, Inc.

Plaintiff

V.

Salix Pharmaceuticals, Inc., Salix Pharmaceuticals,
- Ltd., and John Does_1-10

Defendant

Civil ActionNo. 15-36

A N e N e

SUMMONS IN A CIVIL ACTION

To: (Defendant's name and address)
Salix Pharmaceuticals, Ltd.
8510 Colonnade Center Drive
Raleigh, NC 27615

*Also being served, Plaintiff's Motion for Class Action Determination
Postponement Discovery & Supporting Brief.*

A lawsuit has been filed against you.

Within 21 days after service of this summons on you (not counting the day you received it) — or 60 days if you
are the United States or a United States agency, or an officer or employee of the United States described in Fed. R. Civ.
P. 12 (a)(2) or (3) — you must serve on the plaintiff an answer to the attached complaint or a motion under Rule 12 of
the Federal Rules of Civil Procedure. The answer or motion must be served on the plaintiff or plaintiff’s attorney,
whose name and address are:

John F. Bloss

Higgins Benjamin, PLLC

101 W. Friendly Ave., Ste. 500
Greensboro, NC 27401

If you fail to respond, judgment by default will be entered against you for the relief demanded in the complaint.
You also must file your answer or motion with the court.

CLERK OF COURT

Date:

Signature of Clerk or Deputy Clerk
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AO 440 (Rev. 12/09) Summons in a Civil Action (Page 2)

Civil Action No.

PROOF OF SERVICE
(This section should not be filed with the court unless required by Fed. R. Civ. P. 4 (1))

This summons for (rame of individual and title, if any)

was received by me on (date)

3 I personally served the summons on the individual at (place)

on (date) , or

7 I left the summons at the individual’s residence or usual place of abode with (name)

, a person of suitable age and discretion who resides there,

on (date) , and mailed a copy to the individual’s last known address; or

[ 1 served the summons on (rame of individual) , who is

designated by law to accept service of process on behalf of (name of organization)

on (date) ; or
3 1 returned the summons unexecuted because ; or
O Other (specify):
My fees are $ for travel and $ for services, for a total of § 0.00

I declare under penalty of perjury that this information is true.

Date:

Server's signature

Printed name and title

Server’s address

Additional information regarding attempted service, etc:
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